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2.31 ( d ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2.31 (d) lACUC review of activities involving anifnals. (2) Prior to lACUC review, each member of the Committee shall 
be provided with a list of proposed activities to be reviewod. Wriber) descriptions of all proposed activities that involve the caro 
and use of wimals shall be available to ail lACUC mernbcrs. and any member of the lACUC may obtain, upon rnquost, full 
Committee review of those activities, if full Committee review is not rerjuesled. at least one member of the lACUC, 
dnsignatedV by the chairman and qualified to conduct the review, shall review those activities, and shaN have the authonty to 
approve, require modifications in {to secure approval), or request full Committee review of any of those activities If full 
Corrwnittce review is requested for a proposed activity, approval of that activity may be granted only after review, at a convened 
meelmg of a quomm of the lACUC, and with the approval vote of a majority of the quorum present No member may 
participate in the 

lACUC review or approval of an activity In which that member has a conflicting Interest (e.g.. is personally mvoived in the 
aclivily), except lo provide Infonnatlon requested by the lACUC, nor may a member who has a conflicting interest contnbute to 
the ronsntution of a quorum; 

SOP 1771 desenbes the implantation and removal of telemetry devices. SOP 1772 describes the Imptantabon of catheters. 
This is a sample of the SOP'S that need to address numbers used per year and nr siitoy if they are gotoo to he used as a pro 
trial animal use protocol. These can be approved by the lACUC on a yearly basis and, if needed, then periodically amend the 
animals needed for the studies Since these ere pre trial procedures needed before the study, the SOP's are considarad as a 
separate approved anvnal use protocol. The lACUC members were not specifically notified with a list of the proposed 
procedures end asked If they wanted a full committee review. The prestudy memos were posted at the facility so ovoryone 
including the lACUC members could see them, however, there was no formal response asked for. 

The official approval of the lACUC Chairman to be the designated reviewer was not availabJo. The lACUC Coordinator is on 
vacation. The facility was moving into rtaw offices spaces this week and could locale the infbnmalion. The above items need 
to bo corrected to Insure that the anirnal's well beirtg is being adequately monitored by the lACUC committee 

ro BE CORRECTED BY; September 12. 2005. 

InspecUon of Animal Use Protocols Only 


This IS an amended report The site was coded as the "B" dealer site when it should have been the research sKe This 
report reflects this charge. 
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2.31 ( d ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2 31 (o) lACUC review of actMIles invoMng animals. (2) Pnor to lACUC review, each memhef of the Committee shaH 
be provided with a list of proposed activities to be reviewed. Written descriptions of all proposed activities that involve the care 
and use of arvmals shall be available to aU lACUC merr^rs, and any member of the lACUC may obtain, upon recfuest. full 
Committee revsew of those activities. If full Committee review Is nd reqi/ested, at least one member of the lACUC, designaierh 
by the chairman and ouatilied to conchict the review, shall review those activities, and shal have the authority to approve, 
r»((uire moditcatior.s in (to secure approval), or request fuP Committee revieiv of ary of those activities If full Committee review 
IS requested for a proposed activity, approval of that activity may be Qranied only after review, at a convened meeting of a 
qjofUb of the lACUC, and with the approval vote of a maforily of the quorum present No member may patucipate in the 
lACUC review or approval of an actMiy in which that member has a conflicting interest (e g , is personally involved in the 
actMty), exc^ to provide infarrr.aliop requested by the lACUC, nor may a member who has a confliclinfl iriteresl contribute to 
the consfalulion of a quorum. 

SOP t77t describes the Innplantalion and removal of telemetry devices SOP 1772 describes the Implantation of callveters. 
This is a sample of the SOP's that need to address numbers used per year and or study if they are going to be used as a pre 
Inal animal use protocol, 'hiese can be approved by the lACUC on a yearly basis and. If needed, then periodically amend the 
animals needed for the studies Since these are pre trial procedures reeded before the study, the SOP's are considered as a 
separate approved animal use protocol. The lACUC members were not spedficalty notified with a list of the proposed 
prrv-odiirfts iind asked if they wanted a fill oommitlee review The prestudy memns were posted at the facility so evnryruw) 
mcludlng the lACUC members oouto see them, however, there was. no formal response asked for. 

The ufficial approval of the lACUC Chairman to be the designated reviewer was not available The lACUC Coordinator is on 
vacation, The facility was moyrng into new offices spaces this week and oouSd locate the information The above items reed to 
be corrected lo insure that the ananaPs well being is being adequately monitored by the lACUC committee. 

TO BE CORRECTED BY: Septembor 12. 2005 

Inspection of Animal Use Protocols Only 


this is an amended report. Tt>e site was coded as the *8* dealer site when it should have been the research site. This report 
reflects Hus cnange. 
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2.31 ( d M 2 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2 37 (dj lACUC revsev/ nt activil as Involving animals (2) Prior to lACUC reviev/, eacfi member of the ComtrhUee 
shall be ptovidad vrtih a list of proposed sctivitios to be reviewed Wrirten descnotions of all proposed activities that involve 
'he care and use of anirna!s shell be available to all lACUC members, and any rr.err.ber of the lACUC may obta.'n, upon 
request, ful Commiitee review of those activities If full Commiittee teJiew is not requested at least one membe' of the 
lACUC, dfisignated by the chairman ana qyalinad to conduct the review shall review those activities, and shall hava the 
authority to approve, require modifications m tfo secure approval), or request full Commrttee review of any of those aeiivibes If 
full Committee nsview is requested 'or a proposed activity, approval of tnat activity may be granted only alter mview at a 
convened maebr.g of a quorum of the lACUC, and with the approval vote of a majotity of the quorum present No member may 
pdilicipate ‘fi the lACUC re'/ievv or approval of an airtivity in vihich that member has a conflicting interest <e g., :s personally 
involved in the acDvityl, except to provide informetran requested by the lACUC, nor may a member who has a conflicting 
interest contribute to the conetiuition of a quorum. 


SCP 1771 describes the implantehoo and removal of t« wnetry devices SOP 1772 describes the Implantation of 
catheters. This is a sample of the SOP'S that need to address nurnbers used pet year end or stuoy it Uisy ax going to be 
used as a pre Inal animal use protocol These can be appronxo by the WCUC on a yearly basis and, if needed then 
periodically amend the animals needed for the studies Since these are pre trial procedures needed before the study, the 
SOP'S are considered as a separate approrved animal use protocol 

The lACUC members we^e not specifically r>otified with a list of the proposed procedures and asked if they wanted a full 
committee review The prestudy memos were posted at tho facility so everyone including the lACUC members could see 
them hoyrever, there -was no formal response asked for. 

The offtcial aDproixi of the lACUC Chairman to be the designated revievrer was not available. The lACUC Coordmalor is 
on vacaoon. The facility was moving into new offices spaces th^s week and coukJ locate the information 

The above items need to be corrected to insure that the animars well being Is being adequately monitored by the lACUC 
committee 


TO BE CORRECTED BT September 12. 2005 
Inspection of Animal Use Protocols Only 
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2.31 (OKI) REPEAT NCI 

2.31 ( e K 4 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2.31(d)<1)IACLIC; The lACUC sitall determine that the proposed activities or stgnificant changes in ongoing activities 
meet the follovving requirements 

<ii) The pnndpal investigator has considered alternatives to procedures that may cause more than momentary or slight pain 
or distress to lira animals and has provided a written narrative description of the methods and sources used to determine 
that alternatives were not available: 

(iv) Procedures that may cause more than momentary or slight pain or distress to the arrimals wHI' (A) Be performed with 
appropriate sedatives, analgesics or anesthetics, unless wHhroldirig such agents is (ustifled for scientific reasons, m 
writing, by the pnncpal investigator and will corttinue tor only the necessary penod of lime 

The lACUC is stiU approving animal activity proposals from prirrapal invasligaiors Ihst do not address the potential animal 
pain or distress from or as the result of the test drug and/or procedures 

Note: Animal acllvlly proposal OMT00001 was corrected from the previous inspection. 

(1) Animal activity proposal 012-126 cited on the previous Irvspection was reviewed and approved by the facility's lACUC on 
March IS. 2005 The proposal still includes orbital sinus bleeds The lACUC stiU approved this proposal as a study not 
expecting to cause animal pan or distress and did not have the principal investigator provided a mitlen narrative desenption 
of the methods and sources used to determine that thoro were no alternatives to the painfut/dlstressful procedure. 

(2) The foUowing animal actNity proposals reviewed during this inspection vrere approved by the lACUC as studies for testing 
drugs not causing pain or distress in animals; proposals ZPS00014, ZPSO0016, VGJ00002, ARY0COG6. and TZE00003. The 
principal Investigators did not address adverse reactions to the test drug. dkJ not viciude paln/dlstress relief or provide written 
scientific justification for withholding freaimenf. The principal investigators did not providad any written narrative desenption 
of the methods and sources used to determine that there were no alternatives to the potentially painful/distressful 
procedures 

Proposal 2PS00014 The first portion of the proposal, part A, resulied m 3 animals found dead and 2 moribund sacrifices 
The proposal was not amended by Ihe principal investigator to address the adverse effects of the test drug and the potential 
animal pain and distress before the second portion of the proposal, part B. was conducted Part B of the proposal resulted m 
18 animals found dead and 18 monbund sacrifices 
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2.33 < b )( 3 ) 

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 

2.33 (b) (3) - "EacTi resoarcii (aeVity shall establish and maintain programs of adequate vetennary care that include (3) A 

mechanism of direct and frequent communlcattoo is required so that timety and accurate informalioa on problems of animal 
health, b^avlof, and well being is conveyed to the attending veterinarian * 

1. Oog #814209 had an area of alopecia and red akin approximately the size of a nickel located at the crook of the left 
elbow noted by tNe APHIS inspector on 8/9/05 There was no documentation that this condition had been identified by 
personnel The condition in this dog needs to be assessed try the Attending Veterinarian Correct by August 12, 2005 

2. Pig #18342 had a dried bloody tail tip and dried blood on the back of his haunches noted by the APHIS inspector on 
8/9/OS. There were also dried blood spots on the watt of its enclosure There was no documentation that this condition had 
been identified by personnel. The Attending Veterinarian learned of the animars condition white accompanying the APHIS 
inspector, and prescribed therapeutic measures at the time of the Inspection, 

3.11 <c) 

CLEANING, SANITIZATION, HOUSEKEEPING, AND PEST CONTROL. 

3.11 (c) - *1 lousekeeping for premises. Premises vxhere housing facitities eie located, mctudlng buildings and surrounding 

grounds, must be kept dean and In good repair.’ 

1 Building S - (A) The celling mounted air vent above the PPE storage area in the Ante Room was coming down on one 
end and the vent and the surrounding ceiHng were dirty (B) The cabinet under the sink m the Prep Room was dirty and had 
a dark green spilled liquid present (C> One of the ceiling mounted light fixtures in the k/led/Supply Room was coming down 
on one end and had an accumulation of discolored standing water inside the fixture cover. Premises need to be kept clean 
and In good repair. Correct (A) and (B) by August 19. 2005. (C) was corrected by the faettity during the course of the 
inspection 

3.125 ( a ) 

FACILITIES, GENERAL. 

3.125 (a) - "Structure strength. The facihty must be constructed of such material and of such strength as appropriate for the 
animals involved. The indoor and oirtdoor housing faciHbes shall be strricturally sound and shall be maintained in good 
repair to protect the animals froin injury and to contain ttie animals * 
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2J1 < d K 5 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2.3l(dX5)> lACUC review of activities involving animals The lACUC shall condttd conlinuing revievrs of activities 
covered by this sutKhapter at appropriate intervals as determined by the lACUC, txit not less than annually. 

- One protocol had not been reviewed in the past 12 mantis. TTw previous review on this protocol was conducted on 
March 15, 2004. Al protocols must be reviewed by Itw lACUC annually. 

To be eorreeted by; Tb« naxt scheduled lACUC meeting. 


2.33 ( b K 2 ) 

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 

Section 2.33(bX2) - Veterinary Cane. Each research facility shal establish and maintain programs of adequate veterinary 
care that irtclude the use of appropriafe methods to prevent, controi, diagnose, and treat diseases and in|uri»s. 

• Veterinary care provided lor the animals In room 505 was not adequata. Most of the animals in that room had intardigital 
lesom ttial require evatusUon by the attending veterinarian. None of the animais In the room were currently on any treetment 
regimen. Thm dogs must be exanwed by the atterxllng veterinarian and approptiaie traatmertt adminislered 
Documentation must be maintained for any health related problems that includes the follcwlng mfonnation; 

• Identity of the animal. 

• Descriptions of the tlness or in)ury 

- Oates, details, arrd results of examinations, tests, and other such procedures 

• Dates and other details of all treatments, including the name, dose, route, frequency, and duration of treatment wHh drugs or 
other medicatlorks 

AN animals In the fadlily must be observed mote frequently and carsfutty so that any injury or illness is conveyed to the 
atlonding velennarlan in a ttmely maiuter. 

This affocis approximalsly 48 arUmals 
To bo corrected by. July 29. 2005. 
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2.33 ( b N 5 ) 

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 

2.33 (b) (5) - "Each research facility shaM establish and maintain programs of adequate vetennary care that include (5) 

Adequate pre-proceduial and post-procedural care.* 

1 Protocol #LIA00121 was approved by the lACUC on 3./14/05 and Includes a surgical procedure on Rabtxts The 
protocol states that the analgesic Ketorolac will be administered pnor to surgery and post-operatively every 24 +f- 4 hours for 
the t SI 3 post'Operative days. The medical record for Rabbit |V04 was reviewed. The Rabbit underwent a surgical procedure 
on 4/11/05 and received a pre-operalive dose of Ketorolac at 9:16AM. The Ist post operative day's dose of Ketorolac was 
administered al 8:44AM on 4/12/05; the 2nd post-operative da/a dose of Ketorolac was administered at 8:31 /^M on 4/13/05. 
and the 3rd post operative day's dose of Ketorolac was administered at 3:31 PM <15:31) on 4/14/OS. The 3(d post-operative 
da/s dose was given 31 hotas after the 2nd post-operative da/s dose; according to the protocol, the maximum time between 
doses of Ketorolac should be 28 hours The administration of post operattvs analgesrcs is important to minimize any 
discomfort in tfie animals under study The facility needs lo address this issue Correct from this day forward. 

3.6 ( a M 2 X H ) 

PRIMARY ENCLOSURES. 

3 6 (a) (2) (h> - 'Primary encloeures must be constructed and maintained so that they 00 Protect the dogs and cats from 

injury. 

t. There were large colored plastic tags attached to the doors of a number of enclosures in the faolity. It was noted that 
many of these tags had been chewed by the dogs, and Dog ffCVJATY in 57-B48 was observed chewing on the tag at the bme 
of the inspection The placement of these tags on the cages in a location that Is accessible to the dogs coukt pose a hazard 
The tags should be placed on the cages m an area that Is not accessible to the dogs. Correct by April 22. 2005. 

2. The resting board In one of the enclosures in S6-B103 was noted to be askew and not seated squarely on its supports 
Tfie resbng board was r«-pdsibondd and secured at the time of the /ispection 

3. The following situations were noted m some Dog enclosures and could pose a hazard to the animals. Primary 
enclosures need to protect the Dogs from injury. AN items were corrected by the facility during the Inspection 

a There was a 'C* clamp present on the door of the enclosure housing Dog #515647 in 57-B55 that was rrot 
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2J1 < d K 5 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2.3l(dX5)> lACUC review of activities involving animals The lACUC shall condttd conlinuing revievrs of activities 
covered by this sutKhapter at appropriate intervals as determined by the lACUC, txit not less than annually. 

- One protocol had not been reviewed in the past 12 mantis. TTw previous review on this protocol was conducted on 
March 15, 2004. Al protocols must be reviewed by Itw lACUC annually. 

To be eorreeted by; Tb« naxt scheduled lACUC meeting. 


2.33 ( b K 2 ) 

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 

Section 2.33(bX2) - Veterinary Cane. Each research facility shal establish and maintain programs of adequate veterinary 
care that irtclude the use of appropriafe methods to prevent, controi, diagnose, and treat diseases and in|uri»s. 

• Veterinary care provided lor the animals In room 505 was not adequata. Most of the animals in that room had intardigital 
lesom ttial require evatusUon by the attending veterinarian. None of the animais In the room were currently on any treetment 
regimen. Thm dogs must be exanwed by the atterxllng veterinarian and approptiaie traatmertt adminislered 
Documentation must be maintained for any health related problems that includes the follcwlng mfonnation; 

• Identity of the animal. 

• Descriptions of the tlness or in)ury 

- Oates, details, arrd results of examinations, tests, and other such procedures 

• Dates and other details of all treatments, including the name, dose, route, frequency, and duration of treatment wHh drugs or 
other medicatlorks 

AN animals In the fadlily must be observed mote frequently and carsfutty so that any injury or illness is conveyed to the 
atlonding velennarlan in a ttmely maiuter. 

This affocis approximalsly 48 arUmals 
To bo corrected by. July 29. 2005. 



Page 1 of 2 




ySDA 



United States Dopartmsnt of Aortcuftu' 
Animal and Plant Health Inspection 8er 

INSPECTION REPORT, 

»• 


AUG 022005 1799 cuslkj 

16784S irvspjd 
16728 slte_(d 


CHARLES RIVER LABORATORIES 
INC 


251 BALLAROVALE ST 
WILMINGTON, MA 01887 


Customer ID: 1799 
Certificate; 1442-0144 

Site: 014 

CHARLES RIVER LABORATORIES 

Inspection 

Type; ROUTINE INSPECTION 
Date: JUL-25-2005 


2.31 (OKI) REPEAT NCI 

2.31 ( e K 4 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2.31(d)<1)IACLIC; The lACUC sitall determine that the proposed activities or stgnificant changes in ongoing activities 
meet the follovving requirements 

<ii) The pnndpal investigator has considered alternatives to procedures that may cause more than momentary or slight pain 
or distress to lira animals and has provided a written narrative description of the methods and sources used to determine 
that alternatives were not available: 

(iv) Procedures that may cause more than momentary or slight pain or distress to the arrimals wHI' (A) Be performed with 
appropriate sedatives, analgesics or anesthetics, unless wHhroldirig such agents is (ustifled for scientific reasons, m 
writing, by the pnncpal investigator and will corttinue tor only the necessary penod of lime 

The lACUC is stiU approving animal activity proposals from prirrapal invasligaiors Ihst do not address the potential animal 
pain or distress from or as the result of the test drug and/or procedures 

Note: Animal acllvlly proposal OMT00001 was corrected from the previous inspection. 

(1) Animal activity proposal 012-126 cited on the previous Irvspection was reviewed and approved by the facility's lACUC on 
March IS. 2005 The proposal still includes orbital sinus bleeds The lACUC stiU approved this proposal as a study not 
expecting to cause animal pan or distress and did not have the principal investigator provided a mitlen narrative desenption 
of the methods and sources used to determine that thoro were no alternatives to the painfut/dlstressful procedure. 

(2) The foUowing animal actNity proposals reviewed during this inspection vrere approved by the lACUC as studies for testing 
drugs not causing pain or distress in animals; proposals ZPS00014, ZPSO0016, VGJ00002, ARY0COG6. and TZE00003. The 
principal Investigators did not address adverse reactions to the test drug. dkJ not viciude paln/dlstress relief or provide written 
scientific justification for withholding freaimenf. The principal investigators did not providad any written narrative desenption 
of the methods and sources used to determine that there were no alternatives to the potentially painful/distressful 
procedures 

Proposal 2PS00014 The first portion of the proposal, part A, resulied m 3 animals found dead and 2 moribund sacrifices 
The proposal was not amended by Ihe principal investigator to address the adverse effects of the test drug and the potential 
animal pain and distress before the second portion of the proposal, part B. was conducted Part B of the proposal resulted m 
18 animals found dead and 18 monbund sacrifices 
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2.33 < b )( 3 ) 

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 

2.33 (b) (3) - "EacTi resoarcii (aeVity shall establish and maintain programs of adequate vetennary care that include (3) A 

mechanism of direct and frequent communlcattoo is required so that timety and accurate informalioa on problems of animal 
health, b^avlof, and well being is conveyed to the attending veterinarian * 

1. Oog #814209 had an area of alopecia and red akin approximately the size of a nickel located at the crook of the left 
elbow noted by tNe APHIS inspector on 8/9/05 There was no documentation that this condition had been identified by 
personnel The condition in this dog needs to be assessed try the Attending Veterinarian Correct by August 12, 2005 

2. Pig #18342 had a dried bloody tail tip and dried blood on the back of his haunches noted by the APHIS inspector on 
8/9/OS. There were also dried blood spots on the watt of its enclosure There was no documentation that this condition had 
been identified by personnel. The Attending Veterinarian learned of the animars condition white accompanying the APHIS 
inspector, and prescribed therapeutic measures at the time of the Inspection, 

3.11 <c) 

CLEANING, SANITIZATION, HOUSEKEEPING, AND PEST CONTROL. 

3.11 (c) - *1 lousekeeping for premises. Premises vxhere housing facitities eie located, mctudlng buildings and surrounding 

grounds, must be kept dean and In good repair.’ 

1 Building S - (A) The celling mounted air vent above the PPE storage area in the Ante Room was coming down on one 
end and the vent and the surrounding ceiHng were dirty (B) The cabinet under the sink m the Prep Room was dirty and had 
a dark green spilled liquid present (C> One of the ceiling mounted light fixtures in the k/led/Supply Room was coming down 
on one end and had an accumulation of discolored standing water inside the fixture cover. Premises need to be kept clean 
and In good repair. Correct (A) and (B) by August 19. 2005. (C) was corrected by the faettity during the course of the 
inspection 

3.125 ( a ) 

FACILITIES, GENERAL. 

3.125 (a) - "Structure strength. The facihty must be constructed of such material and of such strength as appropriate for the 
animals involved. The indoor and oirtdoor housing faciHbes shall be strricturally sound and shall be maintained in good 
repair to protect the animals froin injury and to contain ttie animals * 
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Date: JAN-25-2005 


2.31 ( d X 1 ) 

2.31 ( a X 3 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2-31((I)<1)IACUC: The lACUC shall determine that the proposed admlies or significant changes in ongoing acfiviiies 
meet the following requirements: 

(ii) The principal investigator has considered alternatives to procedures that may cause more than momentary or slight pain 
or disliess to the animals and has provided a written narrative description of the methods and sources used to determine 
that alternatives were not avaMabte: 

(iv) Procedures that may cause more then mom«niary or slight pam or distress to the animals will: (A) Be performed with 
appropriate sedatives, analgesics or anesthetics, unless withholding such agents Is justified for soentifle reasons, in 
writing, by the |>nncipal investigator and will continue for only the necessary period of time 

The lACUC Is approving arvimai activity proposals from principal investigators that do not addressing ll>e potential animal 
pain or distress from or as the result of the test drug and/or procedures The pnndpal investigators do not include 
descriptions of the relief of pain or distress, written justification for wMlh holding treatment and/or the written narrative 
description of the methods and sotirces used to determine that attemattves were not available for the potentially 
pain fui/dl stressful procedures the following animal activity proposals are examples 

(1) Animal activity proposal OMT00001 Is for testing a drug with reported adverse reactions including pain and discomfort 
specified in the niatahal safety data sheets The lACUC approved this proposal as a study not expecting to cause pain or 
distress in the animate. The proposal does not address the outcome of the animals If the reported adverse reactions occur 
in the animals. The animal pn^aosal indudes anesthesia to relieve the pam/distress of the injection that includes Freund's 
Ccmpiala Adjuvant but does not address the animals' potential reactions to the Freund's injedion. The animal activity 
proposal guidelines list the use of Freuntfs Complete Adjuvant and signs of skin ulcers as examples of procedures that 
involve accompanying pain ot distress to the animals in which the use of approphaie anesthetic, analgesic, or trangutfidng 
drugs may adversely affect the procedures, results or aiterpretation of the teaching, research, experiment, surgery or tests 
The pnncipal investigalor does i>ot address these issues in the proposal. The principal Investigator for the proposal has not 
provided any written narrativa description of the methods and sources used to determine that there were no alternatives to 
the potentially painfuUdistressful procedures. 


(2) Animal activity proposal Q12-128 includes ortntai sinus bleeds. The lACUC approved this proposal as a study not 
expecting to cause animal p^ or distress and did not have the princ^l investigator provided a written narrative description 
of the methods and sources i/aep to determine that there were no alternatives to the painful/disiressful procedure. 
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3.84 ( c ) 

CLEANING. SANITIZATION. HOUSEKEEPING. AND PEST CONTROL. 

§3. 64 Cleaning, saniltzalion, liousekeeping, and pest control, (c) Houaekeeplng fo<r premises. Premises where housing faciUies 
arn loraied. Including buildings and suirounding grounds, must bs kept de«i and in good repair In order to protect the 
nonhurnsn priinalas from Injury, to facilitate the husbandry practices repulrod in this subpart, and lo reduce or etimnate 
breeding and kvvig areas for rodents, pests, and vermin. Premises must be Kept free of accumulations of trash. junK waste, 
and chscarded matter. Weeds, grass, artd bushes must be controlled so as to facilitate cleaning of the promises and pest 
control. 

1. PK Room In North Buidlng; There is sUcky trap materiel on the floor in two strips of approximately &-8" long. The areas 

must be kept dean in order to maintain end lo facilitate husbandry practices. 

2. Group Housing; TIta sw^ cooler has hard water buld up that could harbor a varieity of organisms. The swamp cooler must 

he kept clean In order ta maintein and to facHitaie husbandry oractioes. 

Above items to bo conractad by February 1 5, 2005 

This is a partal inspection 


Prepared By: 




STEVEN DRUCA, V.M.O. , USDA, APHIS, Anmnal Care 

Date: 

Tide. 

Received By: 

VETERINARY NCDiCAL OFFICER . Inspector ID- 5004 

FEM2-2005 



Date: 

Title: 

Hage 1 of 1 

FEB^2-20O5 


USDA 



UmM StaiM Oaparlinent of AgricuNim . 
Antmal and Ptant HaaHh Inspection Sefvi(|e^^ 

iNSreCTION REPORT^ 


9 2m 


tfmsm 

1799 cuil_id 
273002 inspjd 
26367 site id 


CHARLES RIVER LABORATORIES 
INC 


2S1 BALLAROVALE ST 
WILMINGTOIM, MA 01887 


Customer ID: 1799 
Certiflcste; 14-R^144 

Site: 018 

CHARLES RIVER BRF 

Type: ROUTINE INSPECTION 
Dels: MAR'07-2005 


2-31 ( c )( 3 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

lACUC runcti3r>3 lo prepare reports Mtilch distinguish signiftcant dsfic-iencies frcm .’■liner deficiencies. If program or foctiity 
deficiencies are noted, the report must contain a reasonable and specific plan and schedule with dates for correcting each 
deficiency. It was noted in Aptlfs* semi-annual faculty review report, reviewed by the lACUC committee members to note a 
deficiency wittvout givirg a reasonable and specif c action plan and a data of correction 
TO BE CORRECTED PRIOR NEXT lACUC MEETING. 

This routirie Inspection review were conducted with the and 

USOA VMO. Eamesi Johnson 
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2.31 ( d ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2.31 (d) lACUC review of activities involving anifnals. (2) Prior to lACUC review, each member of the Committee shall 
be provided with a list of proposed activities to be reviewod. Wriber) descriptions of all proposed activities that involve the caro 
and use of wimals shall be available to ail lACUC mernbcrs. and any member of the lACUC may obtain, upon rnquost, full 
Committee review of those activities, if full Committee review is not rerjuesled. at least one member of the lACUC, 
dnsignatedV by the chairman and qualified to conduct the review, shall review those activities, and shaN have the authonty to 
approve, require modifications in {to secure approval), or request full Committee review of any of those activities If full 
Corrwnittce review is requested for a proposed activity, approval of that activity may be granted only after review, at a convened 
meelmg of a quomm of the lACUC, and with the approval vote of a majority of the quorum present No member may 
participate in the 

lACUC review or approval of an activity In which that member has a conflicting Interest (e.g.. is personally mvoived in the 
aclivily), except lo provide Infonnatlon requested by the lACUC, nor may a member who has a conflicting interest contnbute to 
the ronsntution of a quorum; 

SOP 1771 desenbes the implantation and removal of telemetry devices. SOP 1772 describes the Imptantabon of catheters. 
This is a sample of the SOP'S that need to address numbers used per year and nr siitoy if they are gotoo to he used as a pro 
trial animal use protocol. These can be approved by the lACUC on a yearly basis and, if needed, then periodically amend the 
animals needed for the studies Since these ere pre trial procedures needed before the study, the SOP's are considarad as a 
separate approved anvnal use protocol. The lACUC members were not specifically notified with a list of the proposed 
procedures end asked If they wanted a full committee review. The prestudy memos were posted at the facility so ovoryone 
including the lACUC members could see them, however, there was no formal response asked for. 

The official approval of the lACUC Chairman to be the designated reviewer was not availabJo. The lACUC Coordinator is on 
vacation. The facility was moving into rtaw offices spaces this week and could locale the infbnmalion. The above items need 
to bo corrected to Insure that the anirnal's well beirtg is being adequately monitored by the lACUC committee 

ro BE CORRECTED BY; September 12. 2005. 

InspecUon of Animal Use Protocols Only 


This IS an amended report The site was coded as the "B" dealer site when it should have been the research sKe This 
report reflects this charge. 
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2.31 ( d ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2 31 (o) lACUC review of actMIles invoMng animals. (2) Pnor to lACUC review, each memhef of the Committee shaH 
be provided with a list of proposed activities to be reviewed. Written descriptions of all proposed activities that involve the care 
and use of arvmals shall be available to aU lACUC merr^rs, and any member of the lACUC may obtain, upon recfuest. full 
Committee revsew of those activities. If full Committee review Is nd reqi/ested, at least one member of the lACUC, designaierh 
by the chairman and ouatilied to conchict the review, shall review those activities, and shal have the authority to approve, 
r»((uire moditcatior.s in (to secure approval), or request fuP Committee revieiv of ary of those activities If full Committee review 
IS requested for a proposed activity, approval of that activity may be Qranied only after review, at a convened meeting of a 
qjofUb of the lACUC, and with the approval vote of a maforily of the quorum present No member may patucipate in the 
lACUC review or approval of an actMiy in which that member has a conflicting interest (e g , is personally involved in the 
actMty), exc^ to provide infarrr.aliop requested by the lACUC, nor may a member who has a confliclinfl iriteresl contribute to 
the consfalulion of a quorum. 

SOP t77t describes the Innplantalion and removal of telemetry devices SOP 1772 describes the Implantation of callveters. 
This is a sample of the SOP's that need to address numbers used per year and or study if they are going to be used as a pre 
Inal animal use protocol, 'hiese can be approved by the lACUC on a yearly basis and. If needed, then periodically amend the 
animals needed for the studies Since these are pre trial procedures reeded before the study, the SOP's are considered as a 
separate approved animal use protocol. The lACUC members were not spedficalty notified with a list of the proposed 
prrv-odiirfts iind asked if they wanted a fill oommitlee review The prestudy memns were posted at the facility so evnryruw) 
mcludlng the lACUC members oouto see them, however, there was. no formal response asked for. 

The ufficial approval of the lACUC Chairman to be the designated reviewer was not available The lACUC Coordinator is on 
vacation, The facility was moyrng into new offices spaces this week and oouSd locate the information The above items reed to 
be corrected lo insure that the ananaPs well being is being adequately monitored by the lACUC committee. 

TO BE CORRECTED BY: Septembor 12. 2005 

Inspection of Animal Use Protocols Only 


this is an amended report. Tt>e site was coded as the *8* dealer site when it should have been the research site. This report 
reflects Hus cnange. 
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2.31 ( d M 2 ) 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

Section 2 37 (dj lACUC revsev/ nt activil as Involving animals (2) Prior to lACUC reviev/, eacfi member of the ComtrhUee 
shall be ptovidad vrtih a list of proposed sctivitios to be reviewed Wrirten descnotions of all proposed activities that involve 
'he care and use of anirna!s shell be available to all lACUC members, and any rr.err.ber of the lACUC may obta.'n, upon 
request, ful Commiitee review of those activities If full Commiittee teJiew is not requested at least one membe' of the 
lACUC, dfisignated by the chairman ana qyalinad to conduct the review shall review those activities, and shall hava the 
authority to approve, require modifications m tfo secure approval), or request full Commrttee review of any of those aeiivibes If 
full Committee nsview is requested 'or a proposed activity, approval of tnat activity may be granted only alter mview at a 
convened maebr.g of a quorum of the lACUC, and with the approval vote of a majotity of the quorum present No member may 
pdilicipate ‘fi the lACUC re'/ievv or approval of an airtivity in vihich that member has a conflicting interest <e g., :s personally 
involved in the acDvityl, except to provide informetran requested by the lACUC, nor may a member who has a conflicting 
interest contribute to the conetiuition of a quorum. 


SCP 1771 describes the implantehoo and removal of t« wnetry devices SOP 1772 describes the Implantation of 
catheters. This is a sample of the SOP'S that need to address nurnbers used pet year end or stuoy it Uisy ax going to be 
used as a pre Inal animal use protocol These can be appronxo by the WCUC on a yearly basis and, if needed then 
periodically amend the animals needed for the studies Since these are pre trial procedures needed before the study, the 
SOP'S are considered as a separate approrved animal use protocol 

The lACUC members we^e not specifically r>otified with a list of the proposed procedures and asked if they wanted a full 
committee review The prestudy memos were posted at tho facility so everyone including the lACUC members could see 
them hoyrever, there -was no formal response asked for. 

The offtcial aDproixi of the lACUC Chairman to be the designated revievrer was not available. The lACUC Coordmalor is 
on vacaoon. The facility was moving into new offices spaces th^s week and coukJ locate the information 

The above items need to be corrected to insure that the animars well being Is being adequately monitored by the lACUC 
committee 


TO BE CORRECTED BT September 12. 2005 
Inspection of Animal Use Protocols Only 
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